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Office of Special Nutritional (HFS-450)
Center for Food Safety and Applied Nutrition
Food and Drug Administration
200 C Street, S.W.
Washington, D.C. 20204

Re: Statements of Nutritional SuDPort -- Notification

Dear Sir/Madam:

This letter is subrnitt.ed by New Vision International, Inc. (New Vkion),
7762 East Gray Road, Suite 500, Scottsdale, AZ 85260, to notifj the agency that
pursuant to section 403(r)(6) of the Federal Food, Drug, and Cosmetic Act
(FFDCA), 21 U.S.C. $ 343(r)(6), statements of nutritional support are being made
for dieta~ ingredients contained in dieta~ supplements marketed by New Vkion

as follows:

1,

* Mark D. Van Vleet, Esq.

Associate Genera/ Counsel

7762 East Gray Road, Suite 600

Scottsdale, AZ 85260

T.602-951-1163X129

F.602-368-4590 2.

Teamwork.

Megrity.

Freedom
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Botanol@ Dietary Supplement

o Ginseng root (provides nutritional support for physical and mental
vitality).

o Grape seeds (OPC) (an antioxidant battling free radicals).

o Echinacea root (provides nutritional support for the immune
system).

o Milk Thistle root (provides nutritional support for liver function).

o ‘Nutritionally supports vitality and general well-being.

Essential Mineralsm Dietary Supplement

o Copper: Activates enzymes important to energy metabolism.
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Iron: Helps maintain red blood cells.

Magnesium: Impacts enzyme systems
in the body.

tiecting energy conversion

Selenium: A natural antioxidant that protects normal cell fi.mction
by battling free radicals.

Zinc: Important for certain enzymatic activity.

Our physical well-being is more directly dependent upon the
minerals we take into our body than almost any other factor.

Life-sustaining minerals are necessary for certain daily bodily
fimctions. Although the body can fimctioq however poorly,
without vitamins, it will die without minerals. We naturally
produce vitamins from our inherent mineral supply, so when that
supply is depleted, the body suffers.

3. Imperial Energyw Dietary Supplement

o All-natural Imperial Energy can help you feel your absolute best.

o One of this product’s special properties is Radix Ginseng which
nutritionally supports physical and mental vitality.

o The natural world pulses with energy just like a powerfhl wave.
All-natural Imperial Energy can help restore REAL energy flow in
the body and help you feel your absolute best.

4. Multi-Enzymesw With Alfalfa& Barley Sprouts Dietary Supplement

o Enzymes are a part of the basis of all metabolic activity. They
provide the driving force through which many of our body’s
biochemical reactions occur. Foods in their raw state contain the
proper enzymes needed to digest them. When we cook or process
our foods, we destroy some enzymes, giving our bodies the added
burden of working over-time to digest those foods.

o Enzyme supplementation can help our well-being

o The body has a remarkable ability for rejuvenation when properly
nourished, and enzymatic action is related to this complex process.



-. Memorandum to Office of Special Nutritional (HFS-450)
August 12, 1997
Page 3

5. Neutral Cm Dietary Supplement

o Echinacea has been added to the Neutral C formulation to gently
support the body’s immune system.

o Vitamin C is an antioxidant that battles flee radicals.

o New Vision’s Neutral C is also enhanced with carefidly chosen
ingredients, including Echinacea, which has been added to gently
support the immune system.

6. Neutral C+m CoEnzyme Q 10 Dietary Supplement

o Vitamin C is an antioxiciant that battles free radicals.

o New Vkion’s Neutral C+ CoEnzyme Q 10 is designed as a
formulation that includes the amino acids Lysine and Proline, along
with the amazing break through nutrient CoEnzyme Q 10. This
ingredient is involved in the process that produces cellular energy.

o CoEnzyme Q1 O should be considered by all conce”med with
maintaining or regaining optimum well-being.

7. OPC Grape Seed Extractm Dietary Supplement

o Many doctors recognize the benefits of antioxjdants in the battle
against “free radicals”. Free radicals are unstable molecules in your
body that cause damage to healthy cells. Just one free radical can
damage many cells, setting off a domino-like chain reaction of
damage. Antioxidant can work to mitigate this by scavenging the
fi-ee radicals before they can harm cells.

o OPC (Oligomeric ProanthoCyanidin) is the newest star in the world
of antioxidants.

o Milk Thistle (provides nutritional support for proper liver finction).

o Ginkgo Biloba (provides nutritional support for the brain and
circulation function).
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0 Free radicals are unstable molecules that d-mage healthy cells, and
are produced by everything from environmental toxins to natural
metabolic fimctions. Just one flee radical can damage many cells,
setting off a domino-like chain reaction of damage similar’ to the
rusting of machinery. Antioxidants can work to mitigate this by
scavenging the free radicals before they can harm cells. The
Environmental Protection Agency estimates that we are exposed to
numerous toxic’ and sub-toxic compounds in our food, water, air
and soil. These contribute to the need for antioxidants. OPC
(Oligomeric Proantho-Cyanidin) is the newest star in the world of
antioxidants. OPC is a special blend of water-soluble bioflavonoid
called “proanthocyanid ins” derived from grape seeds. Many
doctors recognize the benefits of antioxidants. Now you can take
this super-antioxidant, to battle free radicals.

o Bilberry (provides nutritional support for vision).

o OPC (Oligomeric Pro,antho-Cyanidin) is the newest star in the
world of antioxidants. Antioxidants work to mitigate the effects of
free radicals that darnage cells.

8. Pyruvate+ m Weight Control Program Dietary Supplement

O Although not a “Magic Bullet” that makes the pounds melt away, when
taken while following a low calorie diet, the ingredients in Pyruvate+
stimulate cellular rnitochondria respiratio~ the cell’s energy engine.

9. Slim Capsm Dietary Supplement and Slim Capsm Extra Dietary
Supplement -

0 Like millions of Americans, if you are txying to lose unwanted body
fat, you may need some nutritional supplementation in your diet.
The combination of the all natural ingredients in Slim Caps provides
a source of the nutritional supplementation dieters may need.

0’ While many people fatasize about a “magic pill” that will just melt
the pounds away, nothing so far has come close. However there is
an all natural herbal pill that can provide you with the nutritional
supplementation that ycm may need in your weight loss program --
New Vkion’s Slim Caps and Slim Caps Extra.
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0 The combination of the all-natural ingredients in Slim Caps and
Slim Caps. Extra provides a source of the nutritional
supplementation dieters may need. The main difference between
Slim Caps and Slim Caps Extra is the amount of CitrinW each
product contains. Slim Caps Extra contains twice the amount of
this ingredient,” along with an HCA derivative, Citrin Km. In
addition a healthy portion
formula.

10. Super Aloti m Dietary Supplement

of Ginseng was also added to this
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Equisetum extract is a natural form of silica, which may be
necessary for bone and connective tissue (collagen) formation,
nails, skin and hair.

Vitamin E is known for its rich antioxidant properties.

Equisetum extract is a natural form of sili~ which plays a role in
bone and connective tissue (collagen) formation, nails, skin and
hair.

This formula is combined with a natural form of silica (which plays
a role in bone and connective tissue (collagen) formatio~ nails, skin
and hair), and vitamin E, creating an unequaled aloe vera product !

The disclaimer required
statement of nutritional support.

The undersigned certifies

by FFDCA $ 403(r)(6)(C) accompanies each

that the itiormation contained in this notice is—
complete and accurate, and that New Vision has substantiation that each statement
of nutritional support is truthfbl and not misleading..

Respectfully submitted,

Mark D. Van Vleet
Associate General Counsel
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